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Box No. I Basis of the opinion 



1 . With regard to the language, this opinion has been established on the basis of: 
H the international application in the language in which it was filed 

□ a translation of the international application into , which is the language of a translation furnished for the 
purposes of international search (Rules 12.3(a) and 23.1 (b)). rurnisnea ror rne 

2 * !!5™?? r ? t( L any , nuc, 5 otide and/or amino sequence disclosed in the international application and 
necessary to the claimed invention this opinion has been established on the basis of: 

a. type of material: 

□ a sequence listing 

□ table (s) related to the sequence listing 

b. format of material: 

□ on paper 

□ in electronic form 

c. time of filing/furnishing: 

□ contained in the international application as filed. 

□ filed together with the international application in electronic form. 

□ furnished subsequently to this Authority for the purposes of search. 

3 ' D Hie ^^"ri'H* 6 * 088 - 6 ^ 1 ? "2°^ than one version or c °Py of a sequence listing and/or table relating thereto 
^iof e c n H ed r° r Tl^' l he required statem ^s that the information in the subsequent or additional 
^SSS£^ SSed app,iCation as fi,ed or does not 9° be V° nd the application as filed as 

4. Additional comments: 

Box No. II Priority ' ~ " 

1 ' H IiL V «J!?'^ ° f the - . pri0rity cla - im has not been considered because the International Searching Authority 

S^firo? Sfnoiir P° s f® ss , lon a ^ o f tn e earlier application whose priority has been claimed or, where 
LtTSvf * an f f ° n ,° f that . earlier a PP lic ation. This opinion has nevertheless been established on the 
assumption that the relevant date (Rules 436fe.1 and 64. 1 ) is the claimed priority date. 

2 ' ° Sl S K° pini ? n h !, S oee" established as if no priority had been claimed due to the fact that the priority claim 

fc^fcKiSrtS^^ 43d if 1 2? l 4 - 1 l- ThUS for the pur P° ses of th " ,s °P inion - tne international 
filing elate indicated above is considered to be the relevant date. 

3. Additional observations, if necessary: 
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Box No. Ill Non-establishment of opinion with regard to novelty, inventive step and industrial 
applicability m 

The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non 
obvious), or to be industrially applicable have not been examined in respect of 

□ the entire international application 
El claims Nos. 27 

because: 

□ the said international application, or the said claims Nos. relate to the following subject matter which 
does not require an international search (specify): 

□ the description, claims or drawings (indicate particular elements below) or said claims Nos. are so 
unclear that no meaningful opinion could be formed (specify): 

□ the claims, or said claims Nos. are so inadequately supported by the description that no meaningful opinion 
could be formed (specify): 

El no international search report has been established for the whole application or for said claims Nos. 27 

□ a meaningful opinion could not be formed without the sequence listing; the applicant did not, within the 
prescribed time limit: 

□ furnish a sequence listing on paper complying with the standard provided for in Annex C of the 
Administrative Instructions, and such listing was not available to the International Searching 
Authority in a form and manner acceptable to it. 

□ furnish a sequence listing in electronic form complying with the standard provided for in Annex C 
of the Administrative Instructions, and such listing was not available to the International Searching 
Authority in a form and manner acceptable to it. 

□ pay the required late furnishing fee for the furnishing of a sequence listing in response to an 
invitation under Rules 13ter.1(a) or (b). 

□ a meaningful opinion could not be formed without the tables related to the sequence listings; the applicant 
did not, within the prescribed time limit, furnish such tables in electronic form complying with the technical 
requirements provided for in Annex C-bis of the Administrative Instructions, and such tables were not 
available to the international Searching Authority in a form and manner acceptable to it. 

□ the tables related to the nucleotide and/or amino acid sequence listing, if in electronic form only, do not 
comply with the technical requirements provided for in Annex C-bis of the Administrative Instructions. 

□ See Supplemental Box for further details 
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K.IlrtJf«n5SS??f d s * at f ment under ? ule 43Ws.1(a)(i) with regard to novelty, inventive step 
industrial applicability; citations and explanations supporting such statement 



or 



1. Statement 



Novelty (N) 


Yes: 


Claims 


1-26 




No: 


Claims 




Inventive step (IS) 


Yes: 


Claims 






No: 


Claims 


1-26 


Industrial applicability (IA) 


Yes: 


Claims 


1-26 




No: 


Claims 





2. Citations and explanations 
see separate sheet 
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Re Item III. 

Independent claim 27 is describing a method for treatment of the human body by 
therapy. The claimed method is therefore not allowable regarding to Rule 67(1) (iv) 
PCT. 

Re Item V. 



1. 



Reference is made to the following document: 

D1 : WO 2004/037334 A (SMITH & NEPHEW [GB]; BLOTT PATRICK LEWIS [GB]; 

GREENER BRYAN [GB]; HAR) 6 May 2004 (2004-05-06) 
D2: WO 2004/024300 A1 (UNIV MICHIGAN [US]; FISSELL WILLIAM H IV [US]; 

HUMES DAVID H [US]; ROY) 25 March 2004 (2004-03-25) 
D3: US-A-5 328 61 4 (MATSUMURA KENNETH N [US]) 1 2 July 1 994 (1 994-07-1 2) 
D4: WO 2005/046761 A (SMITH & NEPHEW [GB]; BLOTT PATRICK LEWIS [GB]- 

GREENER BRYAN [GB]; HAR) 26 May 2005 (2005-05-26) 



The present application does not meet the requirements of Article 33(1) PCT, 
because the subject-matter of claim 1 does not involve an inventive step in the sense 
of Article 33(3) PCT. 

The document D1 is regarded as being the closest prior art to the subject-matter of 
claim 1 , and discloses (the references in parentheses applying to this document): 

An apparatus for aspirating, irrigating and/or cleansing wounds, characterised in 
that it comprises (p. 1 , I. 3-6; claim 1 ) 
a) a fluid flow path, comprising 
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i) a wound dressing, having a backing layer and at least one inlet pipe 
for connection to a fluid supply tube, which passes through and/or 
under the backing layer, and at least one outlet pipe for connection to 
a fluid offtake tube, which passes through and/or under the backing 
layer at least one inlet pipe being connected to a fluid recirculation 
tube, and at least one outlet pipe being connected to a fluid offtake 
tube (claim 1 ; Fig. 1): and 

ii) a means for fluid cleansing having at least one inlet port connected to 
a fluid offtake tube and at least one outlet port connected to a fluid 
recirculation tube (claim 1 ; Fig. 1); 

b) a fluid reservoir connected by a second fluid supply tube to an integer of 
the flow path (optionally or as necessary via means for flow switching 
between supply and recirculation) (claim 1 ; Fig. 1); 

c) a device for moving fluid through the wound dressing and means for fluid 
cleansing, and optionally or as necessary the fluid supply tube; and (claim 
1 r Fig. 1) 

d) optionally means for bleeding the flowpath, such that fluid may be supplied 
to fill the flowpath from the fluid reservoir via the fluid supply tube 
(optionally or as necessary via the means for flow switching) and 
recirculated by the device through the flow path (claim 1 ; Fig. 1). 

The subject-matter of claim 1 therefore differs from this known device in that: 
Apparatus with means for fluid cleansing using cells or tissue 

The problem to be solved by the present invention may therefore be regarded as 
To optimise the removal of toxic substances from aspirated body fluids 

However, these features have already been employed for the same purpose in a 
similar device, see document D2, cp. 1, I. 12-17; p. 8, I. 25 - p. 9, I. 10; p. 18, I. 8 - 26; 
p. 20; I. 20 - 23; p. 39. It would be obvious to the person skilled in the art, namely 
when the same result is to be achieved, to apply these features with corresponding 
effect to a device according to document D1 , thereby arriving at a device according to 



Form PCT/ISA/237 (Separate Sheet) (Sheet 2) (EPO-April 2005) 



WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING 
AUTHORITY (SEPARATE SHEET) 



claim 1 The subject-matter of claim 1 
tide 33(3) PCT). 



International application No. 
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therefore not involve an inventive step (Ar- 
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3. Dependent claims 2-26 do not appear to contain any additional features which, in 

combination with the features of any claim to which they refer, meet the requirements 
of the PCT with respect to inventive step, the reasons being as follows: 



3.1 Document D1 discloses all additional technical features of claims 2-4, 6-24 and 
26: 



Claim 2: backing layer is forming a relatively fluid tight seal (claim 1 ; 9) 
Claim 3: feedthrough point is forming a relatively fluid tight seal (claim 1 ; 
9) 

Claim 4: conformable wound dressing (claim 1 ) 

Claim 6: single-phase system (claim 2) 

Claim 7: two-phase system (claim 3) 

Claim 8: integer selectively permeable (claim 4) 

Claim 9: other fluid to remove material (claim 5) 

Claim 10: oxidants; proteases; endotoxins; autoinducer ... (claim 8) 

Claim 1 1 : irrigant fluid may be supplied to fill the flowpath from the fluid 
reservoir via the fluid supply tube while aspirate fluid is 
aspirated by a device through the fluid offtake(Fig. 1 ; 2; 1 1 ; 1 2; 
27) 

Claim 12: a) a first device for moving fluid through the wound applied to 
fluid downstream of and away from the wound dressing, and 
b) a second device for moving fluid through the wound applied to the 
irrigant in the fluid supply tube upstream of and towards the wound 
dressing (Fig. 1 ; 3a-1 1 ; 27) 
Claim 1 3: at least one of means for supply flow regulation (Fig. 1 ; 3a- 1 1 ; 
27: valves) 

Claim 14: diaphragm pump or a peristaltic pump (p. 28, I. 17 - p. 29, I. 10) 
Claim 15: flow rate is a varied flow rate, either randomly or regularly 
cyclical (p. 29; p. 45) 
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Claim 1 6: cycles of flow rate have a frequency up to 48 per 24 hours (p. 
30: 1-50 1/24h) 

Claim 17: pulses of flow velocity have a frequency of from 1 to 60 per min 
(p. 28: 2-50 ml/min) 

Claim 18: a parallel flow, radial streaming, spiral streaming, helical 

streaming, spirohelical streaming or circular streaming (Fig. 1- 
27: implicitly, because the disclosed device for moving fluid 
across the wound are the same as disclosed in the application 
and must therefore have the same flow characteristics) 

Claim 19: aspirating means is also a vacuum means for creating a 

negative pressure on the area surrounding the wound (p. 46, I. 
9-11) 

Claim 20: negative pressure is between about 1,01 and 100,3 kPa (0,01 
and 0,99 atmospheres) (p. 30: 0,1-1 atm; 0,25-1 atm) 

Claim 21 : backing layer is semi-permeable to allow flow rate of gas 
through it (p. 10-11: D2 is using the same material for the 
backing layer as described in the application, therefore the 
backing layer described in D2 should have the same physical 
and chemical properties) 

Claim 22: apparatus comprises a wound contact layer (claim 1 ; 9; Fig. 1 - 
27) 

Claim 23: wound contact layer comprises a material chosen from the 

group: gauze, foam, a porous material, semi-porous material, 
semi-permeable material, an elastic or onflatable filler (p. 19-20: 
foam; p. 65: gauze) 

Claim 24: apparatus is portable (p. 3) 

Claim 26: aspiration and irrigation is either sequential or simultaneous (p. 
45 ("... the irrigant and/or the wound exudate passes from the 
wound dressing ...": and: simultaneously, or: sequential)) 
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3.2 Starting from document D1 as closest prior art, the additional features of claim 5 
will lead to the following technical problem: 

To optimise the removal of toxic substances from aspirated body fluids 

However, these features have already been employed for the same purpose in 
a similar device, see document D2, p. 8, I. 25 - p. 9, 1. 10; p. 39. It would be 
obvious to the person skilled in the art, namely when the same result is to be 
achieved, to apply these features with corresponding effect to a device 
according to document D1 , thereby arriving at a device according to claim 5. 
The subject-matter of claim 5 does therefore not involve an inventive step 
(Article 33(3) PCT). 

3.3 Starting from document D1 as closest prior art, the additional features of claim 
25 will lead to the following technical problem: 

Finding a way to attach the cell culture to the system 

However, these features have already been employed for the same purpose in 
a similar device, see document D2, p. 14, I. 22- p. 15, I. 2 (e.g. silicon); p. 18, I. 
8-26; p. 20, I. 20-23. It would be obvious to the person skilled in the art, namely 
when the same result is to be achieved, to apply these features with 
corresponding effect to a device according to document D1 , thereby arriving at a 
device according to claim 25. The subject-matter of claim 25 does therefore not 
involve an inventive step (Article 33(3) PCT). 
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